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CLAIMS 



1. Biologically active recombinant DNA-derived factor IX protein 

having a specific activity defined as Clotting/activity 

Antigenic concentration as 
determined by ELISA 



of at least 90% of that jof blood-derived factor IX, and free from 
contamination by poxvirus /proteins^ J 
05 2. Biologically act ivej/r e comb in an ts^ NA-der.lv ed factor IX protein 
having a molecular weighlt of^about 57 j kilodaltons and free from 
contamination by precursor factor^ IX to extent of more 
than 10 weight % and by I poxvirus proteins. 

3. Factor IX p r o t ein~^p eox ding to Gl'aim 1 which is human 



10 factor IX protein or sufficiently similar thereto to be acceptable 

for infusion into human patients suffering from factor IX deficiency, 
4. Factor IX protein according/to Claim^^which is human factor IX 
protein or sufficiently similar thereto to be acceptable for 
infusion into human pa t ients/suf f e^ng^from^f actor IX deficiency. 

15 5. A process of preparing/f actor IX protein as defined in Claim 1^ 
which comprises preparing/a^re^combinant expression vector, said 
vector not being of the/^oxvirus family Vb,y linking a factor IX 
DNA sequence to a promo/tor sequence effective to express the DNA 
in a eukaryotic cell/and incorporating these DNA sequences in a 

20 vector, and introducing the expression vector, in vitro , into 

eukaryotic cells/ha'ving pos t-translational modifying means effec- 
tive to modify/the biologically inactive product of the expression 
of the DNA into the biologically active factor IX protein. 
6. A process of prepat-irTg-f actor IX protein as defined in Claim 2, 

25 which com/rises preparing a recombinant— expr.es sion^ vector , said 
vector n'ot being of the poxvirus family, by linking a factor IX 
DNA sequence to a promotor sequence effective to express the DNA 
in a eukaryotic cell and incorporating these DNA sequences in a 
vecto/r, and introducing the expression vector, in vitro , into 

30 eukaryotic cells having pos t-translational modifying means effec- 
tive to modify the biologically inactive product of the expression 
of /the DNA into the biologically active factor IX. protein. 
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7. A process according to Claim^S^wherein the factor IX DNA 
sequence comprises substantially all the/ cDNA sequence comple- 
mentary to at least that part of factor/ IX mRNA which codes for 
the primary translation product. j 

8. A process according to Claim 6 wherein the factor IX DNA 



sequence comprises substantially all the cDNA sequence comple- 



/ 



mentary to at least that part of factor IX mRNA which codes for 
the primary translation product./ 

9. A nrocess according to Claim 7 wherein the DNA sequence 

;equence to the 5 '-end of the 

10. A process according to Claim 8 wherein the DNA sequence 



further comprises a non-coding sequence to the 5 '-end of the 
coding sequence. j 

11. A process according /to Claim 5, wherein the expression vector 
contains a gene providing a selectable marker for eukaryotic cells 
into which the vector h4s been introduce^ndth^ cells are selected 
with the aid of the marker. 

12. A process according to G'laim^^wherein^/the eukaryotic cells 
into which the expr y ession/vector is introduced are mammalian 
cells , 

13. A process accordingv to Claim 12 wherein the mammalian cells 
are liver or kidney cells. 

/ 

14. A process/ according to Claim^5 wherein the vector is 
introduced by/ transfection, 

15. A proce4s according to Claim 5^hereinxthe factor IX DNA is 
human facto'r IX DNA 

16. A process according to Claim 5 which further comprises 
recovering the biologically active factor IX protein from the 



eukaryo/tic cells and purifying it by affinity chromatography, 
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